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TT ’tin vf- to tfwr t! wrcft u* frwraf fa; of «mn »torw #1 trx n 8, 

r«T w 

Scoarate Paging is giver to this Part in order that it may be filed as a 

separate compilation 


wrw afrfr sk on orwnvr vhtrvnr 

(^arrncT farrpr) 

?Tf 22 TPTiPti 1992 

nr. ^t. Or. 59 (h).— nfaf* artn hhtspt xrnnfr 
farm, 1945 xnr nk nntnn qpft % fan spftm 
ffapfi jft^ hpft 3Mh nk hhthh npnft nfaffapr, 

1940 ( 1940 «PT 23) *Pt HPT 12 ark HPr 33 Ht 
srrwnraK, ttph % thtth. httthph hr-2, ;3pp 3, 

'S 

nw’P (i) hkTh i 9 mu, 1991 H, hpt hthp, % 

*hiph aik qfkrn: hhthh (*nmr fanpr) 

Hfagw n. 225 (h) nkfa 19 h&t, 1991 % 
ntfm jmfw fam w nr fwJf hh n*ft ^thT 
%, knfa um spnf^rfk hhthtt «fr, nn nkfa 
n hts fan mfo u hhhth ht#t nk garra 


ntn nn fipfat nn wr* Tt nfatrt, fakr r^i 

HfH^HHT wfacT ^ nf SpfJT Ht npPH HU 

nf «fr; 

3ik nfn tptpt i?r irfanf twt *tT tth tr 1991 
TPT 5 H hu it «rk 

srk %nrk tptpp % nw stst fntrnf'P: sprat 

TT JTTPf gflpff TT faHP HI faiTT & ; 

HR, HH, kfw 0 i.+T< HXH HfuPhtH HPT 

12 ark hpt 33 am nan nfara'I *pt m tph ^ 
afkfH RPfkft HHTfTHP nti ^'pth-h 
3fkfn aftt H9THH HPTtft faqH, 19 15 HT ak HHTHH 
HTT %fan ffafaTfa T TTTT TTTfV , r HHTt : — 

i. (i) sh ffarm rt hTwr hpt afhfj aftr 

WTHHHTHflt (’T^JJ mtm) fHTH, 1992 | I 


203 Gr/92 


(I) 




2 THE GAZETTE OF INDIA; EXTRAORDINARY LPart I[—SfiC. 3(0} 


( 2 ) f TRHT if 5TTEIT ff TTftS Tl 3TffT 

1 

2 affaff 3Tfr HHTHr HTHTlf fTTH, 19 45 Tl 

H^Tlff 5 H— 

(t) far 1 fk 3 TT ftS ffsT HISTT I 

(s) kr 4 ( 2 ) (t) f “fdfri sh H^g^f f 

nffTfar fr-sir % Hirff % hhtt 

jftft” rssf an TfT tfst tit nr 1 

[f.X. 1 ioi4/ib/90-'^ , F*Tn;T3rV'TtT^ r (J 
ft. th, sett, nijn flfVa 

sfraffer afk stitt Hroff ffrn, 1945 , 1 - 5-79 

TT THT fftfsT «q- if TTTT^JT fE TfETE 

(ett^t famr) thh'e ffsHf sftqfsr fk shtht 

HTrff, Hffffrr ark fkiH (ft. ft. fr. ith ,) nt 

Hfrrffr t, Hnfw % 1 ttettt rsr ffrrf f het 
% TTTHH HIT—2, 5TJS ( 3) ( 1) if HTlffr ffRfffsr 
HffgrrrHf sm fftfjr fan nn $ -,— 

1 . ht,TT. fr. 1241 TEtw 6 - 10-1979 

2. HT.TT.fr. 1242 rnts 6-10-1979 

3. HT.TT.ff. 1243 TEfs 6-10-79 

4. ’TT.TT.fr. 1281 teI-s 12-10-89 

5. HT.TT.fr. 430 TEfa 19-4-80 

6. HT.TT.fr. 779 seTs 26 - 7-80 

7 . TTT.TT.fr. 5 40(h) HIHS 22-9-9 80 

8. HT.TT.fr. 680 (h) TEts 5-12-80 

9. HT.TT.fr. 681 (h) TEts 5-12-80 

10. HT.TT.fr. 682(H) TEts 5-12-80 

11. HT.TT.fr. 27 (h) TT#S 17-1-81 

12. HT.TT.fr. 478 (h) HlftS 6 - 8-81 

13. HT.TT.fr. 62(h) TktS 15-2-87 

14. HT.TT.fr 462(H) rkts 22-6-82 

15. HT.TT.fr. 510(H) TiffS 26-7-82 
16 HT.TT.ff. 13(H) HEts 26-7-82 

17. HT.TT.ff. 318(H) TTfts 1-5-S4 

18. HT.TT.ff. 331(H) Tiff'S' 8-5-84 

19. HT.TT.ff. 460(H) HTftH 20-6-81 

20. HT.TT.fr. 487(H) riffa 2-7-84 

21. HT.TT.fr. 8 9(H) skts 16 - 2-8 5 

22. HT.TT.ff 788(H) TTftS 10-10-83 
23- HT.TT.ff. 17(H) rkf'S 7-1-84 

24. HT.TT.fr. J 049(H) riff's 29-5-86 

25. HT.TT.fr. 1060 (H) Tiff'S 5-9-86 


26. HT.TT.ff. 1115(H) Tiff'S 30-9-86 

27. HT.TT.ff. 71 (h) Tiff'S' 30-1-87 

28. HT.TT.ff. 570 (h) Tiff'S 12-6-87 

29. HT.TT.ff. 626(H) SlffS 2-7-87 

30. HT.TT.ff. 792(H) TTffS 17-9-87 

31. HT.TT.ff. 371(H) HEfS 14-3-88 

32. HT.TT.ff. 75(H) Tiff'S 2-6-88 

33. HT.TT.ff. 675(H) Tiff'S 2-6-88 

34. HT.ST.ff. 676(H) Tiffs 2-6-88 

35. HT.TT.fr. 677 (h) Tiffs 2 - 6-88 

36. HT.ST.ff. 681(H) 'Efts 6-6-88 

37. HT.TT.ff. 735 (h) Hlffs 24-6-88 

38. HT.TT.ff. 813 (h) rkts 27-7-88 

39. HT.TT.ff. 944 (h) Tiffs 21-9-88 

40. HT.TT.ff. 43 (h) Tiff'S 20-1-89 (TjfTTT) 

41. HT.TT.ff. 44(H) TEfs 20-1-89 (sjffss) 

42. HT.TT.ff. 100 (h) TEfs 14-2-88 

43. HT.TT.ff. 443(H) Tiffs 12 - 4-89 

44. HT.TT.fr, 588(H) Tiffs 2-6-89 (sjfSSS) 

45. HT.TT.ff. 691 (h) TTffs U-7-89 

46. HT.TT.ff. 784(H) Tffs 28-8-89 
4 7. HT.TT.ff. 16(H) Tiff'S 10-1-90 
4S. HT.TT.ff. 731 (h) TEfs 2 3-3-90 
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MINISTRY OF HEALTH ANp FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 22nd January 1992 

G.S.R. 59(E)-—Whereas j draft of certain rules 
further to amed the Drugs and Cbsmetics Rules, 
1945 was published, as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), with the notification of the Government of 
India, in the Ministry of Health and Family Welfare 
(Departmement of Health), G.S.R. No. 225(E), 
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(dated the 19th April, 1991, in the Gazette of India, 
Extraordinary, Part-II, Section 3, Sub-section (i), 
dated the 19th April, 1991, inviting objections and 
suggestions from all persons likely to be affected there¬ 
by before the expiry of a period of sixty days from 
the date on which the copies of the Official Gazette 
containing the said notification were made available 
to the public ; 

And whereas the said Gazette was made available 
to the public on 5-6-1991; 

And whereas the suggestions received from the 
public on the said draft rules have been considered 
by the Central Government. 

Now, therefore, in exercise of the powers conferred 
by sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Tech- 
nical Advisory Board, hereby makes the following 
rules further to amend the Drugs and Cosmetics Rules, 
1945, namely:— 

1. (1) These rules may be called the Drugs and 
Cosmetics (First Amendment) Rules, 1992. 

(2) They shall come into force on the date of their 
publication in the Offical Gazette. 

2, In the Drugs and Cosmetics Rules, 1945, in 
Schedule V. 

(a) Paragraphs 1 and 3 shall be omitted- 

(b) in paragraph 4 (2) (a), the words “Tablets 
shall also comply with the standards for dis 
integration test laid down in this Schedule” 
shall be omitted. 

[No. X. U014| 16|90-DMS&PFA 
B. S. LAMBA, Jt. Secy. 

Note : The Durgs and Cosmetics Rules, ] 945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) con- 
' tabling the Drugs and Cosmetics Act and the 
Rules (PDGHS-61). Subsequently the said 
rules have been amended by the following 
notifications published in Part 13, Section 3, 
Sub-section (ti) of the Gazette of India, 
namely : 


1. GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 779, dated 26-07-1980 

7. GSR 540(E), dated 22-09-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E), dated 5-12-1980 
10. GSR 682(E), dated 5-12-1980 


11 . 

12 . 

13. 

14. 

15. 


16. 

17. 

18. 

19. 

20 . 
21 . 
22 . 

23. 

24. 

25. 


26. 


27. 

28. 

29. 

30. 

31. 

32. 

33. 

34. 

35. 

36. 

37. 


38. 

39. 

40. 

41. 

42. 

43. 

44. 

45. 

46. 

47. 

48. 

49. 

50. 

51. 

52. 

53. 

54. 

55. 

56. 

57. 


GSR 27(E), dated 17-01-1981 
GSR 478(E), dated 6-08-1981 
GSR 62(E) dated 5-02-1982 
GSR 462(E), dated 22-06-1982 
GSR 510(E), dated 26-07-1982 
GSR 13(E), dated 7-01-1983 
GSR 318(E), dated 1-05-1984 
GSR 331(E), dated 8-05-1984 
GSR 460(E), dated 20-06-1984 
GSR 487(E), dated 24)7-1984 
GSR 89(E), dated 164)2-1985 
GSR 788(E) dated 10-10-1985 
GSR 17(E), dated 74)1-1986 
GSR 1049(E), dated 29-08-1986 
GSR 1060(E), dated 5-09-1986 
GSR 1J 15(E), dated 30-09-1986 
GSR 71(E), dated 30-01-1987 
GSR 570(E), dated 12-06-1987 
GSR 626(E), dated 2-07-1987 
GSR 792(E), dated 17-09-1987 
GSR 371(E), dated 24-03-1988 
GSR 75(E), dated 2-06-1988 
GSR 675(E), dated 2-06-1988 
GSR 676(E), dated 2-06-1988 
GSR 677(E), dated 2-06-1988 
GSR 680(E), dated 64)6-198S 
GSR 735(E), dated 24-06-1988 
GSR 813(E), dated 27-07-1988 

GSR 944(E), dated 21-09-1988 Corrigen¬ 
dum, 

GSR 43(E), dated 20-01-1989 Corrigendum 

GSR 44(E). dated 204)1-1989 Corrigendum 

GSR 100(E), dated 14-02-1989 Corrigendum! 

GSR 443(E), dated 12-04-1989 

GSR 588(E), dated 2-06-1989 Corrigendum 

GSR 691(E), dated 11-07-1989 

GSR 784(E), dated 284)8-1989 

GSR 16(E), dated 10-01-1990 

GSR 731(E), dated 23-8-1990 

GSR 865(E), dated 25-10-1990 

GSR 11(E), dated 7-01-1990 

GSR 223(E), dated 19-04-1991 

GSR 246(E), dated 1-05-1991 

GSR 302(E), dated 7-06-1991 

GSR 301(E). dated 7-06-1991 

GSR 495(E), dated 25-07-1991 

GSR 491(E), dated 25-07-1991 

GSR 532(E), dated 14-08-1991 
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